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(tWW ftlMHl) 

mfajqM-11 

^ fcwfl, 12 fCRRE, 2001 


VT.R0.f3. 900(31).— gfptPr 3tk RVRH VRlft f^RTV, 1945 *PT 3ffc WlPR *Rpf ^ fcU? PPpER pERtt cR 
IJcp 5RS9 3ftRf?r 3(lT 3WRR RTTVlff 3lP[PrtR. 1940 (1940 3R 23) Rft EIKT 12 3#7 33 3?t 3T^«TP]3HR RRcf 
$ VRTCPT, 3ERJRV, RR 2, CES 3, VSliUS (i), 2 E^, 2001 1$ ^ 1 ^ 7 ^ VWR $ VfTVR 

cvft? 9pRV 2PER01 JfRVTl (VTE«J f?RFT) 2??t 31^^91 V0 VT0*PT0pt0 321 (31), RfPlI 2 e4, 2001 5RT 
RPlftla ftRT RTf «TI, PlR) VR vtft RppElt Ph<P Wft RElfPlT ?Pt 3?) VEERT eft, W dKl2$ %, 

l u l vHch) W 3RER Rft 3TfcTVt, pEFTp UR atPEtJRT STcrf^U t, RETT Eft) U9EW cpRT ^ E^ ®ff, f^T 

gtt 3TR% Rff VRlf^r ^ ^ 3Tf^R 3fP ^3TTR EFt Rtf kJ ; 

3ft? URT UR93T qft JJpRi RETT RlftST 3-5-2001 ETt 3EH*»T RE ift E? *ft ; 

3ft-T URT TTE59 Pre) Eft EIRT HT9T 3Tfaftf 3ff? RJ3TTcft 9R cf)-sIV WR P PTUK R)'i fcEJT £ ; 

3TR, 3RT, R)-£fq VWR, URT 3TpfpER E?f tTTCT 12 3tk ETO 33 gHT 9RT Rtf3?Rff RT RqfR R?P 

HI, rrPt cEFffaft vdi^cpw ^ -fr qrot rPt ^ etrct sMS afft rerr vpnff Per 1945 rt afp 

TrattPT rPt cp Pei PiHprPad Per witt t, wcitv :— 

1. (1 ) ht Per) rt ^tf$Ri rr ^fmfET 3tk jrtter vriS) (rrt vvPpt) Per, 2001 i l 

(2) ft VRER 4 WT7H R?t cbt R|V #T I 


3802 G1/2001 - I 


(1) 





2 


THE GAZETTE OF INDIA: EXTRAORDINARY 
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2. 3frsPr 3fft ihess wuft Piss. 1945 (fart fePt sssts “sss Per” Per 

122^ 3,- 


(i) SSpRR ( 1 ) St WET TR PftPtPsR W smjST, 3TSlP{ :- 
“(1) (sr) fotft sf 3fraPr sn csttsts, Per 21 si ste (w) tt sstsPstPs ar^snss 

RPra5T?r SRI ST^SS 3FJSTT Pi 3E?R 3fo SSp 3FJER PfRI SttTST. 3RWT 

; 

(^3) PfRft s£ 3fRpT SS 3TTSTfT SR^t ^ fcT^ 3EJ§n 3PJSxT PfEJ SfpT $ fcFT SfPtSS 

arj^rpR fffPrs>r& sit ess 44 3 Prtt stkett 3fk sets! sm wrt fstn wi 
sit sits FFfr Pnft : 


spg s? 3fo Pt Pn sntf afRPr ^ Pfj st£ wate stst sss *r st si? 
SISt # WT TNft 3lPTss> SRI STSEfScff OT^SS PFST WRIT t Sff tt& OT^FT S> 
'FTRT 3>tS <ESF ?StK WJ 3pft : 

M'i'tJ SF 3lt? P* PlRtt S$ 3TtsPt Si 3TTSTS 3t1x Pt?f>S P> fcFf Si^Plq-l 
HSR SR^ ^ TJST S^ STSEJ 5TTRT PtRft 3ll^qi ^ STS FRE SET? S>t PPl 
3ft? SS1RifRT, 3TJ?^4t S Sff MpfilQC 1 ST SRRlod 1 S> sit 3PtSTFJSK WTOT^t 3ft? 
34IS4^ pEt I 

(ii) SSpRR (2) si STSTcT PFTPtPsS 3TSESTPPT PFST ETCHT, 3TsfcT :— 

“(3) 3EJWR RlPPR^, SF 3RTSH pT RpT EE Pi 3TtsPl Sp SEift SR?ft (rJst afRPt 
H<?l®f) $ SiS *t ST ftSK PPfPrPr S> SR *t OTSTS P^ Rpt ^ Ppj 3)^5iid sit 
Mllfll St £?T P SESts ^ lei's' JRl41 3lt? ^PET Fpft, TEST 45 3ft?/ST SOT 45ST 

A, S5PR ?mt St 3T£jtS ^frT 3SSTS sit 3T^5TT STpt SR SpRT : 



[MPT H—W^3(i)] 
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vsret fetft aiWfSr ^ nfei 3 fen nnr m BRgn fern nm artw 
^qijfid t anj^TtpT Hffef’l'Jt 3TT^) 3>t TRft 3>t fefeeT $ ^ftci nfeff 
feWPT feft arjSIT tR fenK fe? nfe ^ BTWd few WHT I” I 


3. ^RT fewf $ few 122^ *t— 


(i) ’OTfew (l) WFT W PlHf^Rad 7?5T ufinm, 3T8lfa :— 


“(i) fe) feng $ ftn? afefa era era? ftfefe ntf gft smtft gra wn fe fer few 21 
$ xtfs Rs) 3 nermfenfe argisnm mfefet gra anptrfer n gR fen nm tfr 1 


fa) feritt afo nrcfet RPiRfdiii # ftfefar g>T argnfer ngm gfet g> fc3v arrfer 
few 21 $ its (®) A n«nnferFfef arjsrm mfemft fe bm 44 3 fern umpn 3 fR 
nm w ?vjTP 7 gSt ntor ofe feft : 


3nfer, afhtfSr (ngnr fetfSt ngrtf) # arram Wr # fen anpn ^ fen 
afe fefetfefefetffet a? ftfeWi ^ argnfer ^ fen ^ nff ^r arfen ^ nrra 
fefeT nnra ?rk pnn nft nfer cfe felt: 


n^g w afa fe ffeft nt arfe?f ^ 3rrara 3fe few gt fen wgnfer jraw gfer gt 
W fe 1 ns™id 3TF5T ffeft 3rfew ^ wi n 7 ^? frr nran gft nfer afa nmf^itrr, ag^-cfi n 
n5t nRfee 1 m gRRiw igr gSt anwignm afe artgs^ fet f’; 


(ii) ^nfem ( 2 ) ^ nrwfr fegfefon afewifto ffen nnvnr, 3refe :- 

“( 2 fe few 21 ^ m A nerrafenfer ai^rm mfenrtt, ny nwnw 

fefe nfc fer nr^t mwtt (njn 3fef?r w«t) ^ w ^ ferra g? wi ^r 
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RPffStcr M M i; ferry 3i3Rtf^ gfr Ml t cfr 3 erMt g? M nMt M rjr%e 

Mt RETfMcT, wm 46 3ftR/ET TO 463> $ rME Mf it 3RfR M fR Mt 

gMl : 


M Mft MfSr $ ME 3 M ER RT RRRJE MM STEM $,3Ft W^RRE 
jntim^.an^F gfr M gfr fcMR *r r?M rMt Mgn M -^stt re Mte M 
Mr eI ^ eteier Mit ettw n 


4. ERE MM 3) MlR 122R 3E cflH fJfiqi 'JllRRI I 


5. to Mqf ^ Mr 122 E ^ wn re MrfcTftsE rest 3m;qt, wrfa :— 


“122E. Mr rest 3 MM gfr 3 ttrte gM rt ee3e ftWq gM gf fen 3Fj3TT-(i) Mr 
122 ® gf Rte (r) *r ReirqRqiM tfr rt 3ifM afraM <fc Pro Em A MM gfr stirth rM rt 
eeier ftMW M gf M 3 fjjit Mrr Rn?' wstr wr gft Mr g> ere inn 44 4 Mr 21 
gf e$s (rt) i retrMtM 3Fjwre gfr Mn rttw afk M ette M RfiEgM 3ik 

3Tt35% M gfr 3rjqjft r gfr rDRi^ e *r ®Mf$nr $ 1 

( 2 ) 3T55TTRR JtrMM, RF REFER ?f M RE f^ Me RTEf 3 MM Eft MlE fMM gl R*n if 
3EETE M M RT MM ftjR M 3* Mf 3Epf|ftE MlT EiTR Et int if ERMr gl M REM 
3ftE EJE%E ftRT, RET^M IFSR ,45 RT HW 46 ft 3 Me Ecll gfr MlE Efffr ^R, 3TJ5E eM 3Mt : 

rr^ 3W Me rtet 3 MM gfr Me $ ft? rr et re^e 3TMfr 3 rtrW #, g?t 
ar^siiRR yifMM, Meri 3ft ^Rft Mf gfr fc^Mr fr rjM rMt Mrr ^ 

3 Mte f$n M it rtrier e^ret Mt I 

122 RJF e^ 3frM/3rMqT it M MtM q^tanr M 3?f st^sit gf M 3irM- (i) MU r^ 
afrqfSr rr gft^ MtMj rMh rM re Mdf RtRET §irt MifM’ RiMt arMn ^ Mr e?t rt 
MiM Me gf M ft, Me 21 3f Ri® (r?) ^r qfMM 3^5333 rtMM gft RfRje ^ arj^rr it 

SRFR 3(tR ER73) 3TJETR Rbql RTTRET 3FRRT R^f I 



[ PPT 11—3T*g3(i)j 


PKPPPPPPP : 3TOWT 


(2) RrRfaRdd P^tSPP TfR^ 7^ 3PJ51T P> ftp? antpp,-- 

(pr) t?Rft pf afrpfa pr prnftp 3‘prRpp pitam (pirn i) pi f?PT sipm mfppp^T pp 

Pm 44 *t Rr><Jl vj 1IV*-<TT fil'd pT RTM PPTRT g-dlR •om* pit q?RT cT®TT -H'j'tJcFl P P> 3pttP PPT 
3rtf&P RPTP?Rt CWT 3TtPT$ M ; 

(rs) f^Rft p| atrpfa pr 3p^wtppt ^iPip> ptrsm (pm- 2) pm - 1 p^tem $ 

3TtPP5f 3$ 3TTPTR PR fcjrpi PTP?PT fuRTPi ^ysp p^fTH FPTTR PPP gft mft ^nfT ; 

(p) ftptft pf 3TtPfSr PR gfepPRpr itprRrar pfrspp (pm - 3) pm- 2 Rt prpjd artpr^ 3ftR 
PTST 3TTPRPPT ft, ppp - 1 ^ 1ft 33P3JCT cpfWf P> 3TTPTR PR f?PPT PPPPT 3ttR mpfi RTTP 
P’ctftRT SPIN Ripp P?T PftRT mft : 

PRpJ 3TT^PPi gTRT P^tmfT vpvji'j RTPTelRTPyitpT tj^ f^pp \pRf 3TTPTR 

pr lch>pfl pt* artpf^t pi arTPTP/firfmfp ^ fcip an&pH 3t> ptt®t piti? tjppt pitRT rtprt pit PTFft 
aptt&n p$i ^nft: 

pp^ ps 3itR % ^terf&m pt 3^tgrpt g> ppTptt ?£ fap p^pp pmt pt fop 
^ pi Pi <6 arjRtPH 4 atn^focr rtrpttr pt rtpp rtrppr whI sirt 1%p pp ot^pp 
zfc rtto Pitij p^pt Rter pit m-ft artflrp Pip sVfi 1 

(3) 3TJSHPP prfapfot, toPm ptfopf # rt4p rtpipip ft RPt p> prptp, PPrfMci, pm 45 

PT pm 46PT PT pm 46 PT Pm 46PT *t, P?fop Tlpf Pi apftp Rfct fp. 3T351T tpi : 

pp^ 'Jifi ^PiRpi pfrspp’r ^ mp ^ pptp f^sp pp 3rip>% ppp^pt m p?t p^sum prt^rapfr 
3T^PP> pit <n?ft RJPPT pit P#CI W p#t $ 3ttcR PT ^ft RwiRd 3TPRr ^ 3%? Pit W P^t 
pit alt? aipfcj ^ 3rfttpi p^t ?Ptt, f^nt pjw y ift(P>i^t pppp^ % t uf[ cTmT^ ft^p wp^t, ar^sn 

(ctRsp ^r rjRtp pRpt, ajR pp pip! pit ^tt ^fpd pRpt f^rFTPP arj^iT p? I^pr fitrp ptt^ % 
mnPH f?PPT pttppt 1 

m^tpmr- ^p ^ pifr^rp ^ f&p 3i^^uftp p^ 3ttpt?r ^ pit^ ppt P'HipR* 
3Tf%6J PT '3PTTP 3 tRt^P t Rrt4 Rrf^MtP PPPPfp ft f?t^ WPT PIPP W PT)ft P&aRT 
f^PT PPT ft I 

122W. PT^3TT/3T^Ptpp PTT RlPtPP PT RP PRPT-- Pft ?P PTP ^ 3PffP afIPIdPidt Pf PlPmldl 

ar^rr pt 3T^ttPP pit prat f?TRtt prt pp apjPToTP ^ ^i 3 tpptot w t Pt ar^siim Pit?tPP^t, 
?p pR % ppm pRtp prpt pp 3TPm ^p ^ trptp ^ arr^p ppt p ptRp fctm mp, 3 tt^t 
EiRT ftp? fcrRad it ppm PPTrr ^ 53^ PjtHfSd PT RSPR PPiPT I 
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122m 3TOftcH-?TO TOTTO $ 3FJFT TTTfeJTOrft gRT TORn 3TT^T ^T TO^TO TOT£ 

TOT^TO tft TOtfftj TOTTO ftTO g> TftcR gF#q TOTTOR 3 tT 3TOffcT TO? TO3>TOT 3lk WR TOTTOeT $ 

^ WTO 3TTTOTOITO TOTO^ft WTO, TO> TO9TOTTO ^TOTO* TO3?T 3 ^TFT OT^TO, ^TOT TOg ^FF TOTO& TOtftq 

TOTOwM PT 

6. TOTOT f^FFfr qff TO <T, TOTOTO 43 $ WTTTO, PlHfaRild TTTOTO afTOWTftrT ftf?TO Wttf, OTltc[ ;— 

“TOTOTO 44 

(ftTOTO 122TO, 122^?, 122TO 3p[R 122TOTO ^%TO) 

ftRft TOf aPl^Rl 3TTTOTTT ITT ftf^RW ^ tet\' TO ^TORto TO^fiTTO ^ fcFf SEJSIT ^ <fr feTTO 

aiRgro 

***** 

3/sro.. (tot) M afraid tot 

Rtoct tort toItoTwt ^ tofto aftro/TO ^toRto to^stot $ Rtto arjw to 3ppfTRro TOf afrroR R Rtto 

TOTTOTTOTOft 3FJ5TT ^ RfTO 3lRTOT TOTOTT Tj/toR t I 3TTTO7TOTO WHTOr$ly3TTTO$ *fr^ RTO TOJ H :— 

1 . 3tRRto to^ 3fmf§r qft Rftnero ; 

(1) aiWR tot hr : 

( 2 ) TOTO TOT W : 

( 3 ) RRffiro qft wrroro : 

(4) TOLSTOI ftR<5]JI : 

(i) Ttftnj tfrororo : 

(ii) Rf^frro TOtoto : 

(5) 3TFrfSr tot *WRtro TOftro^T: 

(6) ^ VJHqJfi'l RjIHTO RTTO TOTOTOFT Rh^l WTO TOWTRcT £ : 

( 7 ) TOEEft TOTOft (TOjFT 3fpErRr TOTOtf) TOT RPlHldl : 

(8) 3TWf& TO$t *RR TOTf^lR : 

2. toRTOT R TOFT TTTgcT 3TtTO% TO R argTOR 3 T^TOhR|TOI TOTOT aft? ^ TOO TOffcTO) 

3T. TO^ afrrofa TOT Rh u M TOR R IcTTj 3^311- 

( 1 ) TOTWTORto 3ffTO "iRRR ^TOTO 

(2) TO?J '^TTOT RSITO 

( 3 ) to?j Rro Rwro 

( 4 ) tototo/^toRto tRto Rjm (Rro 1 ) 
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(5) arkswrei ptfsm 2) 

(6) ^d l Pk (pkf 3) (RSTfuft afcrftT WT^Td eTGf) 

(7) ^k-vJMeW?TT ftTOOT 3lk f^TTcTT 3TOOT 3TTW 

(8) 3Ri if prefer 

(9) ftw tffcft uiHdtnfl 

(pf>) w+diRld vJ^mi<? *ihim9> 

(73) clWl 3ffc W^ft cfc PTOT 

(10) Fftem 3f^Slf^ ^ foHT 3Tlkd 

an tjtf arjkkr ^ affak k WtrWt k ftrp nwid<i<fi aFjqkr/arprT- 
(*F) ftftffifiT; 

(1) vfp UHci^dl/vlq -gc^idl wlcltfiioi 

(2) 3i^|qcf)/ct3 r fl 3P TFT 

(3) 'HIHi f l (SPjPf 3fmf^T cWT f^IOT 3Tfakt OT ^fTcT 

(«) PFE^t TTFrrft (p^t afmftr ppt4) 

( 1 ) 

( 2 ) *wrfM P r ^ti i yfciH R alft/PT Wm ftPi&r, IpfcFOT Mf 

(3) F?J f^TiRrar 3TTPi% 

I. f^ruRT w ^fr^r=r $ forp ar^fkp/argw 

(1) ftfaotfk aftftcJi 

(tjtf ^radflf^nT pkeff/PTOT 5^T0)1 if 3#PFTf&ra 'dlffcrU) 


(2) WHfpilfWnk^/wtalskifaq+l yql'jn % aw£ 

(3) PTOfaFT p 5 ) P^WT 3 frf PHTCYdUd^dl $ pkq if 3 P^F 5RI PJPJcT ^ aiOT ^ 51 ZI 

£ wnrf argp'RP pt ^ ptpt pot # f&p arjfcrr 

(1) ^ 3^<Vd 3FfTkT/3FJ7F pY P+P5TF alt? dlPl<S 

(2) pp T^/vjMldRd ptpt k pot k fepp ftkrafty afrtoJ 

(3) pjwt afft pmgtOT^Rn affa <wifa<£l uRmnl p> wra A PRjd aw% 


.pao (.TOf if) g?t tf?r kto eR3T #4.^ akk ptppftp $ 

PTF uFTT PR £ (ppfk pft kkr pRr PTcFP 3) 


Elrttps 


S'MISTP,., 


PFTTP 


fcii|u|— \3fT PTPJ 'p ?t xJ-if W ^ I 
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JFKF 45 

(RlFT 122TT, 122*1 3lk 122TTT 
R Tft rliiK fftPlR 3TFTTcT ^ feTT 3TJ5R 

3FpTT Ta RsOT 3lk FTTft Tkft R TT^R. 

Rkf. 

...(W). 

.R akftj aft? 5FTTWT ^FFft RTF, 1945 *£ 122R122tT/122TTT $ 3T*ftT RtRRt T^ 3T>T% 

RftfftR tf tittit *fR Rt sfjtjtt *ft t i 

(1) T^ 3TtTf& TF TTR: 

(2) W TF m 

(3) TfTERT: 

(4) TTT#T: 

cTf'lFT. FFTTOR.. 

^siftt pnRiTft tf tft 

afk HcJ-IIH. 

3FJTRT/3Tg?rT 3TJFT TiR *£ far ?Rf 
RTRt 3T;pTFFT JTTRTTft 3 RT ST^fftRT RftM <£ TffJWT ?M I 

RrfSi tf *rgfRr tft 3tRt fsR ^ *jRt bTht tt Rst ^fett cTctt aim tft, tR R, yfr 
atnsrf£i R Rheft snenr ft ffR 3ft 3TFrh RRr otejtt ftr? Rft ttttt t, <£ Rth t? tfjRet 
TFT R €R FWTcT TT f?R Rft TfR RTT FTP?, T$t tJeHT ft RR TTFTf i£?ft ^fcT ft TFFcT RtT 
I 

atafSr cpt Bereft stott *0 Rr tiTt weR set .ffitit |ftraft 3 fttt R Rtt ttrf ft te Rtt 

eft TTR 57 A TFT T! Slfft YR RR TgTr^T E-TM tR*R ft3T Rft FIT ftRft A 1 Rift. ft TFT Tiff 
Rft 3fk elTcT TT ^Rf 3RT ?R Tft ft’l R? R-TT TF TftT TvFft R TY ftRFT -'ifmfR ft I 
3ftrR *ft ftR TTft 3TFITT YR ftRr Rflft 3TTETTT ftT ft, FT EFT Eftra FT RtRReT ftcTFFft SFft 
TltlT- 

“ftTFFft;RcT.T> ^3T FT 1JTFPT ftsftETT 5TTT RlFI RtT TTTTJ I” 

3TgWFT TTTRRi 5RT RjRTk afk ^ TFT TTRFFTT: 31 R*f Tflft Wlt[ T^ 

orFR RPftR Rfff R ‘4 tfJRf 3tRt Rift wet Rtht RntR 3tettt Rtt 


(1) 

(2) 


(3) 


(4) 


(5) 


TTIYTT I 











[ litres 3 (i)] 




9 


(e) 3fraf& ^ ^ M£ M wft 3jff^r wfiifiMni ittc<t # Ri4sw 3ft? 

niRranQ ^ftr?r ^ ^nr^ft atoira^ ynf&’i'lsH ^ qftuiHWWi ftRwiw giRqiiJ gn 3ryn^r 
form wi? l 

(7) afwRl cfr fR? \JH *jiql Ri< 1RJ \ifr vwi vafoviRsd £ <t>l4 ^T3T 3 i j^iiHH BTftwRt ^ a^Hlsi 
tfr fill foill MllS'll I 

(8) ^Ucfr, 4q^vji 3tcI:WTf^H ^ cj?f 7JT Rpsfl 3RI 'dq'il'iic*iq> SllfBcil 35t ^7T afptf^l 

ftm $ f^r? 3TtRraT w? afnrRr gn f^wi s*Rr yi ai^siim mRi^i^ artifact ^rtot 
tsmrm 1 

(9) amnfcRT afi^Ri ^ H^'ti 4<q u i stw ^ 5T D T/R?«q u i RoTi ?Vfl 1 

5RW 4535 

(f^m 12235 3ik 122335 ^%?) 

tp 1 «fl 'HI'ljfl (Hill M^Vj| 3?|c(ft| Hc;l«f) 3||<llfl cjv<*l ^ feT? 31^Si 
******* 

. arjsir 3?t si'Mi alR ails) 357% 3?t unifa?. 

fRptf. 

.M. 

.35T afreRr aft? jrcmrr wnft Rrft, 1945 # Rm 12235/122335 # aitfRr RiHfafisci qroft Tiroft (331 

ffjsf afmf& trc^tf) ?pt arrura ^ i> fa? 3rprr # - 511 # t swRl :- 

9rc4l 'mihiD (h 3T 5Pj«r aiRiRl w*f) 3 >t 3FT— 

( 1 ) . 

( 2 ) . 

(3) . 


dislis. ?W5R 

3^51143 HTfSro>rtt 35T 313 
afl? 33H13. 


3l^*i1t;H/3T^?rT arj^tT eftS-l ^ fciS 3Rl 

(1) 35^ siFTfft (337 *pj3 3 fnRr 33M) 533 RRiRii 35 373353 Rt ar^siwH 3 Tf& 3 >Tft stst 

ai^frf^T foj? 3rn? 1 

( 2 ) ^71 3 3531 ft wnft (33T jsjsr aihRi 331 ^) 31 ^H3ft ftRrffifcr 35 fR? 35 ftRreRr 3> fR? Rm 

122-S3 ^ 3TefRr ai^Hl<H ar^wmH % arRiwki Rwt ^T?rn 1 


3802 G1/2001—2 
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1. Wlftd WgSIIMH STtfSTW^ 5RT 3T^1^T ^ SFfW I 

2. 3 -fptf& WT ^gf^RT TR 3rf*R ^ gffccT ?FtT RT f?R3T WERT cTejT RIW RTR, rR ^ ?t, wft 
3 lTRf& 0> 3tRdR STTEJET RT JR^RF 3RI WTWF 3REIB faRT WRIT $, ^ cRH W 'dgldd 
RTF ^ (Step WTRf HT fR# ^ Sfi?RT f^jRT Wig, ¥t gFFTT 3 3#<7> W?W 3tfcT A 5RFC E?FTT I 

3. sfplfSr RTT 3tcR?HT STRIH cfTF rfaW 3fa JR^W SRI 3IIRq f?ircr$ 3RTR fcF f^RT WRIT t, R eT3cT 
# ^njat RFT R ^ 3tlg Wip WTW T3*4fa? ^3T tfpft Wt ^iWl^ 3 1 R^fT. RRT R# 
#Rft #7 oHreT RT gRd 3RJ YTcft cR RT fog RFT RF TfR f^ M R^Rt S?RR t I 

4. 3fnrfgr g> 3 Ff gwR strih sfk $Rr Rr4 3trih Rt $ gg cR Rsw gg RrIctRrt ^d[<rR RR 
giRg— 

“'JdM'ft-Rgw.3J» g^ST R g>d4)'< Rich cl I ?TRT Rfli4 ftFTJT Wig I” 

5 . argsTTR jnf§RFrft SR RRiFTd sfk wRqqi R tr gRisuR wgRPia Rhg wR R 4?dR siRR 
ft RRR R RgoRT R St Tf Rt 3TTgRw 3RlR R SftFT W ftwi RngRt 3RRRT Rrtt WTRTT I 














[gig IT—TSP^g 3(i) ] 


gRP ofiT TT3H7 : 
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6. •Ji'iqfti £ ftatl 4 f?4)e gft g^ ?T*ft nfd&Jiini 1 TRfT ^ 3ftgfft fftftggr 3#7 3T^5TTgg Jfrf^ggft 

gft ^jf%g gft gngftt afo grar# ggRcftitH *ft iiRumwsq ftfftgiggr cpiftiijj gg si^mh ftpgT 

^mj'ii i 

7. aftgfa gi f^rg eft grat *ft fftng ftt ^fwifag # gft£ gw 3T^5tm mfftggft g> ^ apjftigg ift 
fidl g^f RPdl vH^ J ll I 

(8) g>l^1, clHcft 0<ftyf 3tcT:'Wllftd ift iftt TIT 3pg ftqtlllsHW TTTfec^f gft fy(ft ft?T ft STT^rf^T 
ftwi £ fc^ 3mraT wg afmfSr gg ftwi fftg? gnft ft 13ft 3T^5Tm griftggft ft apjfttftg grggT 
gnrjgr l 


5TCT 46*P 

(fftgg 12213 3tk 122PRP ftfag) 

CH^ifll gft ftOTT 3 ft? \jfrft <57^% gft HT^R3f. 

gpnft (w yrgsjf gfralft ggrft) 3Tram Wl g> fftn? 3Pj3n 
ft^rft. 

.C^). 

.gft sftgfft 3ft? TOTEH ?TTgjft fftgg, 1946 ift fftgg 122^t/122PRP ift 3pftg PlHfaf&’d grwft ?{mft (W 

3l'l c l(?l t(d|wf) g?T 3l|i|ld 3Wft eft fcTCT STJJfT 4t '4ld) £, OTlfa :— 
ip^ft 'HI*fiS1 (Hill 9^4 3(lqRf 9 gift) W 4IH— 

(D. 

( 2 ). 


cii'51'ta. ^tdiff?.. 

3T$j1l41 WTfSlibl^l *PT HTH 

3ft? 4911*1. 

3l^*il9l/3l^?n ifift} ift foPJ ?lft 

1. gr«ft ^nrRifr (w afnsrfgr ggrft) 3 T^im wiRwift gm fftfftiWr g> aifw sftft I 

2. graft ?ngift (g41 3ftgfft) *ftgn ^ fifggfaraft gft fftggi ftgg w ?kpcTT % wg gr 

ft! Rq^ii) giftyFr/ftgrf%iP gftgpg/ftq ?ggj<?gcn wii^ti eft fftpr gg \3gftrg gr?ft gr 
ftPilftRi g> RPihIui ?ft fog, 3PjwTg gif&wft ft fftiRad ft 3rj^n t i 
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(3) ftftrftrfcT # ftPlHtol $ fciv Pm 122-73 rat 3TEf|ra raftrarPt ^ g«ira> 3T^TPn 

3rf*rsnra ftmr wtht I 

7 . ^rara Pm raft spjyjift ra ft,- 

(gs) ftWT ^TPT^r £ Tftftd 11 ft WJTcT ftrafttRSd 3ftWTftft fftraT WFETT, 31^ 

“12. TW ftram ftpRFft 3177m,- 

ra^ sftrafft ft 3 rpiftra m 3 nraidra>df tit ft Prato i rara ra^ afraftr raft ram ftrarar 
ftTraraftt, ftrarara ft ft ratf raft 3 TftPfti 3 iraft ft ftrara Pm 21 ft 73® (73) ft wJto 
raenraftraftra sigsrarra mftra>ift sira ftftran <7 3 fp 3 iftraraft ft rara sigftfta TFTraft ft 
rararaicj; raPrar I”; 

(vs) 1 ft rawra PrrafcHPad 3ft:WTffcr fftraT ^pn, wifcf :- 

“raPPpe ira> 

(Pm 122 ra 3lW 12273 ft&T) 

’jji si^n'lftd *r$ silqft raft 3iraid rawft/fftPratoi ra»yft ft fftrj srgsii sigrarT rayft ft Piy 3TTftrara> grra raign 

ffty «ift ft ftp? 3 ftf&d 3Ttrar% 

1. HWliHI: 

fttraPt ran iff&ra ftwi 3fr? PifftdHiraft 

2. yi'timPl'r> 3ft7 ftrafftrar rarpfranft; 

2.1 ymraPra *ira, ftl-s raw tit tItett, raft ftl^ Ft, 'Ar-TtlraPirai raT sngftftrai ram, raft raftif ft, 

Tftmr. ratPrraj-raraTraPtra? -guf «r*f 1 

2.2 rami ran tw 3ftr ?raraft Tpranr 

2.3 rafturar ftPftra 

(raft rafftra ftranrar 
(tj) Pifftm ftrarara? 

2.4 raftm ftrasraft raft nFram rat nftrarra sfp Traraft n773 raft ragPr 

2.5 rafftra TPreraft ft ftPratw raft ra^ft raft tw W 

2.6 wrfftra toftft 3 Tftv| 

3 . ftwr nrmranft 

3.1 nwifta Qcpvji 3ft:WTrara/7ftsfaTcrarai rarfftra 

3.2 <rl«ici 3tft cnixei ni'MI *1^*11 
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4 . 3Tpim jnfSm?) 4) 3Ffftaa ^ f?py ^ stktih 

4.1 4tfta<45 Hi^i ^ IKht ^ foPJ iffa vTTcTKIcTl/^ 3ftv ^cHiardi Ffaen 3THJZFT 

4.2 ftrWZTFxr? Mv-fi 3fR 3tcT:M?J $ feR 3T?fRffa ^ I” I 


l 


I I V I ‘t/ / / ^CUSJU' 


’ol'rvti ^ik Ml^'-nu J 


■mj- r_.u . .. _ i . 4tw W, TTW ^ i f’ T d 

: ' 1 1945 .^ 7^1 { 7 ^ 

^ 1940 afofw, (i^W-61) znfrz 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 12th December, 2001 


n S.R. 900 (E).—Where as a draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, was published, as required by sections 12 and 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), at pages 7 to 18 in Part II, Section 3, Sub- 
Section (i) of the Gazette o! India, Extraoiclinary, dated the 2 nd May, 2001 vide 
notification of the Government of India in the Ministry of Health and Family Welfare 
(Department of Health), number G.S.R. 321 (E), dated the 2 nd May, 2001 inviting 
objections and suggestions from all persons likely to be affected thereby before the 
expiry of a period of forty-five days from the date on which the copies of the Official 
Gazette containing the said notification were made available to the public; 

And whereas the copies of the said Gazette were made available to the public on 
3-5-2001 

And whereas objection., or suggestions, received from the public on the said 
draft rules have been considered by the Central Government. 

Now. therefore, in exercise of the powers conferred by sections 12 and 33 of the 
said Act. the Central Government, after consultation with the Drugs Technical Advisory 
Board, hereby makes the foil ;wiug rules further to amend the Drugs And Cosmetics 
Rules. 1945. namely - 

1. (1) These rules may be called the Drugs and Cosmetics 

(9th Amendment) Rules, 2001. 

(2) They shall come into force on the date of their publication in the 
Official Gazette. 
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2 In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as “the said 
rules "), in rule 122 A,- 

(i) for sub-rule (1), the following shall be substituted, namely 

“(1)(a) No new drug shall be imported, except under, and in accordance with, 
the permission granted by the Licensing Authority as,defined in clause (b) 
of rule 21; 

(b) An application for grant of permission to import a new drug shall be 
made in Form 44 to the Licensing Authority, accompanied by a fee of fifty 
thousand rupees; 

Provided further that where a subsequent application by the same 
applicant for that drug, whether in modified dosage form or with new 
claims, is made, the fee to accompany such application shall be fifteen 
thousand rupees. 

Provided further that any application received after one year of the 
grant of approval for the import and sale of new drug, shall be 
accompanied by a fee of fifteen thousand rupees and such information 
and data as required by Appendix I or Appendix I A of Schedule Y, as the 
case may be. 1 '; 

(ii) after sub-rule (2), the following shall be inserted, namely 

"(3) The Licensing Authority, after being satisfied that the drug if permitted 
to be imported as raw material (bulk drug substance) or as finished 
formulation shall be effective and safe for use in the country, may issue an 
import permission in Form 45 and/ or Form 45 A, subject to the conditions 
stated therein : 

Provided that the Licensing Authority shall, where the data provided 
or generated on the drug is inadequate, intimate the applicant in writing, 
and the conditions, which shall be satisfied before permission, could be 
considered.” 

3 In rule 122B of the said rules,- 

(i)for sub-rule (1), the following shall be substituted, namely . 

“(1 )(a) No new drug shall be manufactured for sale unless it is approved 
by the Licensing Authority as defined in clause (b) of rule 21. 

(b) An application for grant of approval to manufacture the new drug 
and its formulations shall be made in Form 44 to the Licensing Authority 
as defined in clause (b) of rule 21 and shall be accompanied by a fee of 
fifty thousand rupees 

Provided that where the application is for permission to 
import a new drug (bulk drug substance) and grant of approval to 
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manufacture its formulation/s, the fee to accompany such application shall 
be fifty thousand rupees only. 

Provided further that where a subsequent application by the same 
applicant for that drug, whether in modified dosage form or with new 
claims, is made, the fee to accompany such subsequent application shall 
be fifteen thousand rupees: 

Provided further also that any application received after one year of 
the grant of approval for the manufacture for sale of the new drug, shall be 
accompanied by a fee of fifteen thousand rupees and such information 
and data as required by Appendix I or Appendix I A of Schedule Y, as the 
case may be ”; 

(ii) after sub-rule (2), the following shall be inserted, namely 

“(2A) The Licensing Authority as defined in clause (b) of rule 21 after 
being satisfied that the drug if approved to be manufactured as raw 
material (bulk drug substance) or as finished formulation shall be effective 
and safe for use in the country, shall issue approval in Form 46 and/or 
Form 46A, as the case may be, subject to the conditions stated therein : 

Provided that the Licensing Authority shall, where the data provided 
or generated on the drug is inadequate, intimate the applicant in writing, 
and the conditions, which shall be satisfied before permission could be 
considered.". 

4 Rule 122C of the said rules shall be omitted. 

5. For rule 122D of the said rules, the following shall be substituted, namely:- 

“122D. Permission to import or manufacture fixed dose combination.'-(l) An 
application for permission to import or manufacture fixed dose combination of two 
or more drugs as defined in clause ( c) of rule 122 E shall be made to the 
Licensing Authority as defined in clause (b) of rule 21 in Form 44, accompanied 
by a fee of fifteen thousand rupees and shall be accompanied by such 
information and data as is required in Appendix VI of Schedule Y 

(2) The Licensing Authority after being satisfied that the fixed dose combination, 
if appioved to be impoited or manufactured as finished formulation shall be 
effective and safe for use in the country, shall issue permission in Form 45 oi 
Form 46, as the case may be, subject to the conditions stated therein : 

Provided that the Licensing Authority shall where the data provided or 
generated on the fixed dose combination is inadequate, intimate the applicant in 
writing, and the conditions which shall be satisfied before grant of approval i 
permission could be considered: 
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122DA.-Application for permission to conduct clinical trials for New Drug/ 
Investigational New Drug.- (1) No clinical trial for a new drug, whether for clinical 
investigation or any clinical experiment by any Institution, shall be conducted 
except under, and in accordance with, the permission, in writing, of the Licensing 
Authority defined in clause (b) of rule 21 

(2) An application for grant of permission to conduct,- 

(a) human clinical trials (Phase-i) on a new drug shall be made to the 
Licensing Authority in Form 44 accompanied by a fee of fifty thousand rupees 
and such information and data as required under Schedule Y; 

(b) exploratory clinical trials (Phase-ll) on a new drug shall be made on the 
basis of data emerging from Phase-1 trial, accompanied by a fee of twenty- 
five thousand rupees; 

(c) confirmatory clinical trials (Phase-Ill) on a new drug shall be made on the 
basis of the data emerging from Phase-ll and where necessary, data 
emerging from Phase-1 also, and shall be accompanied by a fee of twenty-five 
thousand rupees: 

Provided that no separate fee shall be required to be paid along with 
application for import/manufacture of a new drug based on successful completion 
of phases clinical trials by the applicant. 

Provided further that no fee shall be required to be paid alongwith the 
application by Central Government or State Government Institutes involved in 
clinical research for conducting trials for academic or research purposes 

(3) The Licensing Authority after being satisfied with the clinical trials, shall grant 
permission in Form 45 or Form 45A or Form 46 or From 46-A, as the case may be, 
subject to the conditions stated therein; 

Provided that the Licensing Authority shall, where the data provided on the 
clinical trials is inadequate, intimate the applicant in writing, within six months, 
from the date of such intimation or such extended period, not exceeding a further 
period of six months, as the Licensing Authority may, for reasons to be recorded, 
in writing, permit, intimating the conditions which shall be satisfied before 
permission could be considered: 

Explanation - For the purpose of these rules Investigational New Drug 
means a new chemical entity or a product having therapeutic indication but which 
have never been earlier tested on human being. 

122DB. Suspension or cancellation of Permission / Approval. - If the importer or 
manufacturer under this Part fails to comply with any of the conditions of the 
permission or approval, the Licensing Authority may, after giving an opportunity 
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to show cause why such an order should not be passed, by an order in writing 
stating the reasons therefor, suspend or cancel it, 

122DC, Appeal.- Any person aggrieved by an order passed by the 
Licensing Authority under this Part, may within sixty days from the date of such 
order, appeal to the Central Government, and the Central Government may after 
such enquiry into the matter as is considered necessary, may pass such order in 
relation thereto as it thinks fit.” 


6 In Schedule A of the said rules, after Form 43, the following Forms shall 

be inserted; namely:- 


‘FORM 44 . 

(See rules 122 A,122 B,122 D and 122 DA) 

Application for grant of permission to import or manufacture a New Drug or to 

undertake clinical trial. 

***** 

l/we .__ _ _____of M/s. 

____ __ _(address) 

hereby apply for grant of permission for import of and/or clinical trial or for approval to 
manufacture a new drug or fixed dose combination or subsequent permission for 
already approved new drug. The necessary information /data is given below; 

1. Particulars of New Drug; 

(1) Name of the drug 

(2) Dosage Form : 

(3) Composition of the formulation . 

(4) Test specification: 

(i) active ingredients 

(ii) inactive ingredients . 

(5) Pharmacological classification of the drug . 

(6) Indications for which proposed to be used : 

(7) Manufacturer of the raw material (bulk drug substances) . 

(8) Patent status of the drug : 

2. Data submitted along with the application (as per Schedule Y with indexing and 
page nos ) 

A Permission to market a new drug .- 

(1) Chemical and Pharmaceutical information 

(2) Animal Pharmacology 

(3) Animal Toxicology 

(4) Human/Clinical Pharmacology (Phase I) 

(5) Exploratory Clinical Trials (Phase II) 

(6) Confirmatory Clinical Trials (Phase III) (including published review articles) 


3802 Gl/2001 —3 
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(7) Bio-availability, dissolution and stability study Data 

(8) Regulatory status in other countries 

(9) Marketing information: 

(a) Proposed product monograph 

(b) Drafts of labels and cartons 

DO) Application for test license 

B. Subsequent approval / permission for manufacture of already approved new 
drug: 

(a) Formulation: 

(1) Bio-availability/ bio-equivalence protocol 

(2) Name of the investigator/center 

(3) Source of raw material (bulk drug suhstances)and stability study data. 

(b) Raw material (bulk drug substances) 

(1) Manufacturing method 

(2) Quality control parameters and/or analytical specification, stability report. 

(3) Animal toxicity data 

C. Approval / Permission for fixed dose combination: 

(1) Therapeutic Justification 

(authentic literature in pre-reviewed jouinals/text books) 

(2) Data on pharmacokinetics/pharmacodynamics combination 

(3) Any other data generated by the applicant on the safety and efficacy of the 
combination. 

D. Subsequent Approval or approval for new indication - new dosage form: 

(1) Number and date of Approval/ permission already granted, 

(2) Therapeutic Justification for new claim / modified dosage form. 

(3) Data generated on safety, efficacy and quality parameters. 


A total fee of rupees 

(in words).____ ) has been credited to the 

Government under the Head of Account 

____ (Photocopy of receipt is enclosed) 


Dated 


Signature _ 
Designation 


Note- Delete, whichever is not applicable. 
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FORM 45 

(See rules 122 A, 122 D and 122 DA ) 

Permission to import Finished Formulation of a New Drug 

Number of the permission and date of issue 

M/s ___ of 

_(address) is 

hereby permitted to import the following new drug formulation under rule 122 A /122 D/ 
122 DA of the Drugs and Cosmetics Rules 1945. 


(1) 

Name of the New Drug: 


(2) 

Dosage form: 


(3) 

Composition: 


(4) 

Indications: 


Dated. 


Signature. 



Name and designation 
of Licensing Authority. 


Conditions for Grant of Approval / Permission 


(1) The formulation shall conform to the specifications approved by the Licensing 
Authority. 

(2) The proper name of the drug shall be printed or written in indelible ink and shall 
appear in a more conspicuous manner than the trade name, if any, which shall be 
shown immediately after or under the proper name on the label of the innermost 
container of the drug or every other covering in which the container is packed. 

(3) The label of the innermost Container of the drug and every other covering in which 
the container is packed shall bear a conspicuous red vertical line on the left side 
running throughout the body of the label which shall not be less than 1 mm in 
width and without disturbing the other conditions printed on the label to depict it is 
prescription drug. 

(4) The label on the immediate container of the drug as well as the packing in which 
the container is enclosed should contain the following warning : 

“WARNING: To be sold by retail on the prescription of a_only.” 

(5) Post marketing surveillance study shall be conducted during initial period of two 
years of marketing of the new drug formulation, after getting the protocol and the 
names of the investigator duly approved by the Licensing Authority. 

(6) All reported adverse reactions related to the drug shall be intimated to the Drugs 
Controller, India and Licensing Authority and regulatory action resulting from their 
review should be complied with . 

(7) No claims except those mentioned above shall be made for the drug without the 
prior approval of the Licensing Authority. 
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(8) Specimen of the carton, labels, package insert that will be adopted for marketing 
the drug in the country shall be got approved from the Licensing Authority before 
the drug is marketed. 

(9) Each consignment of imported drug shall be accompanied by a test/analysis 
report. 


FORM 45 A 

(See rules 122 A and 122 DA ) 

Permission to import raw material (pew bulk drug substance) 

********** 


Number of the permission and date of issue 


M/s.___ of 

_____(address) is 

hereby permitted to import the following raw material (new bulk drug substances) under 
rule 122A/122DA of the Drugs and'Cosmetics Rules, 1945, namely:- 

Name of the raw material (new bulk drug substances) : 

(D _ 

( 2 )_ 

(3)__ 


Dated_ Signature_ 

Name and Designation of the Licensing 
Authority 

Conditions for Grant of Approval / Permission 


(1) The raw material (new bulk drug substance) shall conform to the test 
specifications as approved by the Licensing Authority. 

(2) For manufacture of raw material (new bulk drug substance) or its formulation in 
the country, separate approval under rule 122-B shall be obtained from the 
Licensing Authority. 

(3) The permission to import shall not be used to convey or imply that the raw 
material (new bulk drug) is categorized as "life saving or essential drug." 
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FORM 46 

(See rules 122 B, 122 D and 122 DA ) 

Permission /Approval for manufacture of a new drug foiinitiation 

****** 


Number of permission and date of issue_____________ 

M/s._ __ _ ..... __ _ __ _ of 

____ (address) is 

hereby granted Permission /Approval to manufacture following new drug formulation 
under rule 122 B / 122 D / 122 DA of the Drugs and Cosmetics Rules, 1945, 
namely:- 

(1) Name of the formulation : 

(2) Dosage form: 

(3) Composition: 

(4) Indications: 

Dated. . 

Signatuie. 

Name and designation of Licensing Authority. 


Conditions for Grant of Approval / Permission 

(1) The formulation shall confoim to the specifications approved by the Licensing 
Authority. 

(2) The proper name of the drug shall be printed or written in indelible ink and shall 
appear in a more conspicuous manner than the trade name, if any, which shall be 
shown immediately after or under the proper name on the label of the innermost 
container of the drug or every other covering in which the container is packed. 

(3) The label of the innermost container of the drug and every other covering in which 
the container is packed shall bear a conspicuous red vertical line on the left side 
running throughout the body of the label which shall not be less than 1 mm in 
width and without disturbing the other conditions printed on the label to depict it is 
prescription drug. 

(4) The label on the immediate container of the drug as well as the packing in which 
the container is enclosed should contain the following warning : 

"WARNING: To be sold by retail on the prescription of a __only." 

(5) Post marketing surveillance study shall be conducted during initial period of two 
years of marketing of the new drug formulation, after getting the protocol and the 
names of the investigator duly approved by the Licensing Authority. 

(6) All reported adverse reaction related to the drug shall be intimated to the Drugs 
Controller, India and Licensing Authority and regulatory action resulting from ttieii 
review should be complied with. 

(7) No claims except those mentioned above shall be made for the drug without the 
prior approval of the Licensing Authority. 
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(8) Specimen of the carton, labels, package insert that will be adopted for marketing 
the drug in the country, shall be got approved from the Licensing Authority before 
the drug is.marketed. 


FORM 46 A 

(See rules 122 B and 122 DA) 

Numbei of the permission / approval and date of issue____ 

Permission /Approval for manufacture of raw material (new bulk drug substance) 

M/s __ __ __ _ .._._____of 

_____ ____(address) is 

hereby granted Permission / Approval to manufacture the following raw material (new 
bulk drug substance) under rule 122 B / 122 DA of the Drugs and Cosmetics Rules, 
1945: 

Name of the raw mateual (new bulk drug substance): 

( 1 )_ 

( 2 ) _ _ 

(3). ... .. _ 

Dated . Signature. 

Name and designation of Licensing 
Authority. 

Conditions loi Grant of Permission / Approval 

(1) The raw material (new bulk drug substance) shall confirm to the specifications 
appioved by the Licensing Aulhoiity. 
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( 2 ) The raw material (new bulk drug substance) can be sold to only those 
manufacturers who have permission, in writing, from Licensing Authority, either 
to use the drug for development purpose/clinical trial/bio-equivalence study or 
to manufacture the formulation. 

(3) For manufacture of the formulation in the country, separate approval under 
rule 122-B shall be obtained from the Licensing Authority. 1 . 

In Schedule Y to the said rules, 

(a) after item 11 relating to the marketing information , the following shall be 
inserted, namely 

“12. Post-marketing surveillance study ,_ 

On approval of a new drug, the importer or the manufacturer shall 
conduct post-marketing surveillance study of that new drug after getting 
the protocols and the names of the investigators approved by the 
Licensing Authority as defined under clause (b) of rule 21 during the initial 
period of two years of marketing,”; 

(b) after Appendix 1, the following shall be inserted, namely:- 

"Appendix I A 

(See rules 122 A and 122 B) 

Data required to be submitted by an applicant for grant of permission to import / 
manufacture an already approved new drug 

1. Introduction: 

A brief description of the drug and the therapeutic class 

2. Chemical and Pharmaceutical information: 

2.1 Chemical name, code name or number, if any; non-proprietary or generic 
name, if any; structure; physico-chemical properties. 

2.2 Dosage form and its composition. 

2.3 Test specifications 
(a) active ingredients. 
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(b) inactive ingredients. 

2.4 Tests for identification of the active ingredients and method of its assay. 

2.5 Outline of the method of manufacture of active ingredients. 

2.6 Stability data, 

3. Marketing information- 

3.1 Proposed package insert/promotional literature 

3.2 Draft specimen of the label and carton. 

4. Special studies conducted with approval of Licensing Authority: 

4.1 Bioavailability /Bioequivalance and comparative Dissolution Studies, for 
oral dosage forms 

4.2 Sub-acute animal toxicity studies for intravenous infusions and 
injectabies.". 


[No. X-11014/7/2000-DMS & PFA] 
DEEPAK GUPTA, Jt. Secy. 

Footnote : The Drugs and Cosmetics Rules, 1945, as amended upto the 1st May, 1979 are 
contained in the publication of the Ministry of Health and Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act, 1940 and the Rules (PDGHS-61) and last amended vide 
G.S.R. 700(E) dated the 28-9-2001. 
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and Published by the Controller of Publications, Delhi-110054. 



